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! . This opinion contains indications relating to the following items: 





Box No. I 


Basis o! the opinion 


□ 


Box No. II 


Priority 


□ 


Box No. Ill 


Non-establishment of q)inion with regard to novelty, inventive step and industricU applicability* 


□ 


Box No. IV 


Lack of unity of invention 




Box No. V 


Reasoned statement under Rule 43W4-.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No, VII 


Certain defects in the international application 


□ 


Box No. VIII 


Certain observations on the international application 



2 FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a wrinen opinion oi ihe 
Intemaaonal Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date ol 
mailmg of Form PCT/ISA/220 or before the expiration of 22 months from the priorit>' date, wliichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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^^'RITTEN OPCVION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Intemaiional iipplicauon No. 
PCT/US04/36362 



Box No. 1 Basis of this opinion 



1 . With regard lo the language, ihis opinion has been established on the basis of the international application in the hingimge in which 
it was fded. unless otherwise indicated under this item. 

I I This opinion has been established on the basis of a iriuislaiion from the original language into the following language . 

which is the language of a translation furnished for ihe purposes of interna tiomil search (under Rules 12.3 and 23. 1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the internaiionaJ application and nccessiuy to the 
claimed invention, this opinion has been established on the basis of: 

a. type of material 



a sequence listing 




table(s) related to the sequence listing 



b. 



format of material 



□ 
□ 



in written format 



in computer readable form 



c. 



time 



of filing/furnishing 



□ 
□ 
□ 



contained in international application as filed. 



filed together with the international application in computer readable form. 



furnished subsequently lo this Authority for the purposes of search. 




In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto hiis been 
filed or furnished, the required statements that the information in the subsequent or additional copies is identical lo that in 
the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 6/5.1 (a)(i) with regard to novelty, inventive step or industriaJ 
applicabilit>'; citations and explanations supporting such statement 

1 . Statement 



Novelty (N) Claims NONE YES 

Claims 1:6 NO 

Inventive step (IS) Claims NONE YES 

Claims 1-6 NO 

Industrial applicability (lA) Claims YES 

Claims NONE NO 



2. Citations and explanations: 

Claims 1-6 lack novelty under PCX Article 33(2) as being anticipated by Grayson ei al (2004/0191274 A 1). Grayson leaches topical 
conq}ositions comprising at least one anti-microbial agent, which is preferably chlorhexidine gluconate (see (00331). Grayson also 
discloses that the said formulation m*iy be in a spray form, aerosol form or be incorp(jraied in a swab or sponge. The fomiulaiion 
may be applied to any part of the body excluding the mucous membranes (see (0050] and (0059]). The said lopiczil composition is 
useful as an antiseptic and/or disinfecting agent in many environments including hospitals (see (0052]). 

Claims 1, 4-6 lack novelty under PCT Article 33(2) as being anticipated by Purdue Frederick (1993, 2004). The PDR dociimeni 
discloses that Beiasept® is a chlohcxidine gluconate 4% scrub which can be used for various disinfecting needs, such as wound iind 
skin cleansing. The product is available in bottles with pump. 

Claim 1 lacks novelty under PCT Article 33(2) as being anticipated by Purdue Frederick (1991 , 2004). The PDR dcxumeni discloses 
that Betadine ® is a povidone- iodine 7.5% which is used for imliseptic purposes and is proxided in plastic bottles. 

Claims 2-3 lack an inventive step under PCT Article 33(3) as being obvious over Purdue Frederick (1993, 2004). The PDR dfx:iimeni 
discloses that Belasept® is a chlohexidine gluconate 4% scrub which can be used to disinl'ect skin. Beiasepi® is said lo be available in 
bottles but lacks specific disclosure on its use as a spray or swab. However it would have been obvious to one of wdinary skill in the 
art that such products are best used with a sterile swab or through a spray bottle to eliminate contamination. 

Claims 2-3 lack an inventive step under PCT Article 33(3) as being obvious over Purdue Frederick (1991 . 2004). The PDR df>cumeni 
discloses that Betadine ® is a povi done-iodine 7.5% which is used for antiseptic purposes and is provided in plasdc bottles. Beuidine* 
is said to be available in bottles but lacks specific disclosure on its use as a spray or swab. However it would have been obvious lo 
one of ordinary skill in the art that such products are best used with a sterile swab or through a spray bottle to eliminate 
contamination. 

Claims 1-6 meet the criteria set out m PCT Article 33(4), and thus have industrial applicability because the saibject maaer claimed 
can be made or used in industry . 
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NOTES TO FORM PCT/IS/\/220 



These Noies arc iniended lo eive the basic instrucnons concerning the filing of amendmenis under Anicle 19. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Alminisiraiivc 
Insimctions under thai Trearv. In case of discrepancy between these Notes and those requirements, the lancr are 
apphcable. For more detailed infonnation, see also the PCT Applicant 's Guide, a publication of WIPO. 

In these Notes. "Anicle." "Rule" and "Section" refer lo the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ,\RTICLE 1 9 



The applicant has. after having received the international search report, one opportunity to amend the claims of the 
international application. It should however be emphasized that, since all pans of the international application (claims, 
description and drawings) mav be amended during the international preliminar>' e.xamination procedure, there is usually 
no need to file amendments of the claims under Article 19 except where, e.g. the applicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before iniemational publication. 
Furthermore, it should be emphasized that provisional protection is available in some Stales only. 

What parts of the international application may be amended ? 

Under Article 19, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Anicle 34 before 
the International Preliminary Examining Authority. The description and drawings may only be amended 
under Anicle 34 before the international Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 
or. where applicable. Article 41. 

When ? Within 2 months from the date of transmittal of the international search report or 16 months from the priority 
date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). 



Where not to file the amendments ? 

The amendmenis may only be filed with the International Bureau and not with the receiving Office or the 
Intemaiional Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 

How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of 
one or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an emendment or 

amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submined with a letter. 

The letter will not be published with the international application and the amended claims, ll should not be 
confused with the "Statement under Article 19(1)" (see below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice of the applicant. However, if the language of the 
international application is English, the letter must be in English; if the language of the international 
application is French, the letter must be in French. 



Notes to Form PCT/ISA/220 (first sheet) (July 1998; reprint April 2002) 



